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Remarks/Arguments 



Claims 1, 6-9, 11, 15-17, 21-32, and 34 remain in this application. Claim 33 has been 

cancelled without prejudice. 

The Examiner is kindly thanked for the telephone interview of April 30, 2008. 

As discussed during the interview, ethyl cellulose is a cellulose ether not a cellulose 
ester. As requested by the Examiner during the interview, Applicant encloses several references 
showing that ethyl cellulose is a cellulose ether not a cellulose ester. Firstly, reference to The 
M^rck Index. 12* Edition, compound No. 3828, shows that another name for ethyl cellulose is 
cellulose ethyl ether. Secondly, reference to the CRC Handbook of Chemistry and Physics, 71 st 
Edition, page 3-171, shows that anolher name for ethyl cellulose is triethylether cellulose. 
Thirdly, reference to the Aldrich Catalogue, page 677, shows that the structure of ethyl cellulose 
(see 18,102-1) is an ether. The structure clearly shows ethyl ether functional groups not ester 
functional groups. As discussed during the interview, the Google definition referred to by the 
Office Action is incorrect. The correct definition is enclosed herewith, whereby ethyl cellulose 
is defined as an ether of cellulose. Therefore, ethyl cellulose cannot be a cellulose ester. 

ri«im Reiections-35 U.S.C. S 103 

Claims 17, 21, 23, 30 and 33 are continued to be rejected under 35 U.S.C. §1 03(a) as 
being unpatentable over- Japanese Patent No. 03197421 to Hirashima (bmnaftcr "Hirashima"). 
The Office Action asserts that the amount of both PEG and polymer taught in Hirashima and the 
instant invention only differs by 10% and for this reason it is necessary for the Applicant to show 
the criticality of these small differences. 

Independent Claims 17 and 23 are directed to an extended release pharmaceutical active 
formulation comprising an encasement coat being non-permeable and soluble in a pH of above 
about 5.0 and comprising about 5 to less than 50% by weight of polymer and 0.5%-30% by 
weight PEG or 0.5%-30% by weight plasticizer comprising polyethylene glycol in the coat. The 
polymer used in Hirashima is ethyl cellulose. Ethyl cellulose is non-enteric (see U.S. Patent No. 
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6,936,439, col. 1 3, lines 1 8-19), which means that non-enteric compounds will dissolve in the 

stomach (e.g. at pH of 1 to 2). 

Enteric is defined at ^tt p^/di^onarv. ^fcrence.coin/browse/enteric as relating to, or 

being a medicinal preparation treated to pass through the stomach unaltered and disintegrate in 
the intestines. Therefore, non-enteric is understood to mean relating to, or being a medicinal 
preparation that ™™t .... through the stomach un altered and will disintegrate in the intestines. 

Applicant, therefore, has provided evidence to affirm the statement that ethyl cellulose 
would possess dissolution properties unsuitable for the claimed invention. Ethyl cellulose would 
dissolve at a P H of 1 to 2. Therefore, a coat of ethyl cellulose will dissolve at a pH in the gastric 
range and thereby release its contents without lag time. For these reasons, ethyl cellulose would 
not have been expected to meet the extended release properties of me claimed invention. The 
extended release formulation of the claimed invention will remain intact until experiencing a pH 
of above about 5, and will only then dissolve, therefore providing an extended release. For these 
reasons, one skilled in the art would not consider using ethyl cellulose as the polymer in the 
claimed invention since the claimed criterion of the encasement coat, wherein the coat is soluble 
in a pH above about 5, would not be satisfied. Therefore, it is not necessary for the Applicant to 
show the criticality of differences in percentages of the coating compositions of Hirashima and 
the claimed invention since ethyl cellulose would not be used as a polymer to provide the 
function specified in the claimed invention; soluble in a P H above about 5. Therefore, Hirashima 
does not teach or suggest a coat having the properties of the coat of the claimed invention. 

For these reasons, it is respectfully submitted that independent Claims 17 and 23 are 
patentable over Hirashima and consequently, Claims 21 and 30, which are dependent, or 
ultimately dependent, from Claim 1 7, are also patentable over Hirashima. Claim 33 has been 
cancelled without prejudice. 

Claim Rejections- 35 V.S.C $112, first paragraph 



PAGE 14/26 ' RCVD AT 322/2008 2:14:18 PM [Eastern Daylight Time] * SVR:USPT0-EFXRF4/14 ' DNISOTOO 1 CSID: 1 DURATION (mm-ss):08-34 



May-22-08 02:16pm FronrSlhCAS 



T-516 P. 015/025 F-602 



In re: Odidi et al. 
Serial No. 09/845,497 
Docket No. 9577-25 



-10- 



Claims 1, 6-9, 15-17, and 21-34 are rejected under 35 USC 1 12, first paragraph. 
Applicant respectfully traverses this rejection for the reasons outlined below. Claim 33 has been 

cancelled without prejudice. 

The Office Action asserts that there is no reasonable enablement for the polymeric film 
being cellulose esters. The Office Action notes, for example, that the invention requires that the 
polymeric film be non-permeable and that Hie instant invention can use cellulose esters to 
formulate the non-permeable film; however, U.S. Patents Nos. 6,099,859 to Cheng et al. 
(hereinafter "Cheng") and 6,106,864 to Dolan et al. (hereinafter "Dolan") disclose mat cellulose 
esters are semi-permeable rather than non-permeable. 

The Office Action asserts that "Applicant argues that Dolan discloses that cellulose esters 
are semi-permeable rather than non-permeable. Dolan describes cellulose acetate as being both 
impermeable and semi-permeable". It is submitted that Applicant did not argue that Dolan 
"discloses that cellulose esters axe semi-permeable rather than non-permeable." This was an 
actual statement made in the previous Office Action dated March 26, 2007. In fact, Applicant 
asserted mat Dolan teaches that cellulose acetate is described as being both impermeable and 
semi-permeable (see column 3, lines 1 1-22 and 32-27). Since cellulose acetate is non-enteric, 
one skilled in the art would not consider using in the encasement coat of the claimed invention, 
cellulose acetate as the polymer, or more specifically, as the cellulose ester of the claimed 
invention since cellulose acetate would dissolve and form a semi-permeable membrane in a pH 
below 5.0. Therefore, one skilled in the art would know to choose cellulose esters, such as 
enteric cellulose esters, that would yield the specifically claimed properties of the encasement 
coat. Therefore, cellulose esters are enabled in the context of the claimed invention. 

The Office Action further asserts that Applicant does not provide results to affirm the 
statement timt ethyl cellulose. would possess dissolution properties mentioned in Applicants 
arguments. As noted above, ethyl cellulose is non-enteric (see U.S. Patent No. 6,936,439, col. 
13, lines 18-19), which means that non-enteric compounds will dissolve in the stomach (e.g. at 
pH of 1 to 2). Enteric is defined at hti ? ://dictionarv.reference.comAirowse/enteri c as relating to, 
or being a medicinal preparation treated to pass through the stomach unaltered and disintegrate in 
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the intestines. Therefore, non-enteric is understood to mean relating to, or being a medicinal 
preparation that — t through th, stomach unafrej ed and will disintegrate in the intestines. 

Applicant, therefore, has provided evidence to affirm the statement that ethyl cellulose 
would possess dissolution properties unsuitable for the claimed invention. Ethyl cellulose would 
dissolve at a pH of 1 to 2. Therefore, a coat of ethyl cellulose will dissolve at a pH in the gastric 
range and thereby release its contents without lag time. For these reasons, ethyl cellulose would 
not have been expected to meet the extended release properties of the claimed invention. The 
extended release formulation of the claimed invention will remain intact until experiencing a pH 
of above about 5, and will only then dissolve, therefore providing an extended release. 

riaim Rejections- 35 U.S.C . 8103(a) 

Claims 1, 6-9, 11, 15-17, and 21-34 are rejected under 35 U.S.C. §103(a) as being 
unpatentable over U.S. Patent No. 6,106,864 to Dolan et al. (hereinafter "Dolan") and U.S. 
Patent No. 5,-800,422 to Dong et al. (hereinafter -Dong") and U.S. Patent No. 6,099,859 to 

Cheng (hereinafter "Cheng"). 

The Office Action asserts that Dolan teaches oral dosage forms of actives and teaches 
that a matrix comprising the active can be coated with an impermeable coating (see column 2, 
lines 53-57; see column 3, lines 1-7). It is submitted, however, that Dolan actually teaches that 
the impermeable coating is provided with an aperture (see column 3, lines 1-7). 

The Office Action also asserts that Dolan teaches that ingredients can be formulated into 
a tablet which can be coated with shellac, phthalate derivatives as well as with semi-permeable 
coatings such as cellulose esters (ethyl cellulose, cellulose acetate) and acrylic polymers (see 
nlmm » n.w n>l* ase note tha t Pthvl rallulose is not a cellulose ester). Dolan's coat is 
either impermeable, as noted in (c) at column 2, lines 42-44 and column 3, lines 11-21, or the 
coat can have low aqueous solubility (e.g. water soluble at pH >S), as noted in (d) at column 2, 
lines 46-47, and column 3, lines 22-30. As discussed above with respect to 35 USC 1 12, first 
paragraph, Dolan teaches the use of non-enteric cellulose esters, such as cellulose acetate, in 
conjunction with an impermeable coat, as noted in (c) at column 3, lines 1 1-21 . and with a semi- 
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permeable coat, as noted in (e) at column 3, lines 32-37. Dolan does not teach or suggest an 
encasement coat, as a whole, being both non-permeable and soluble in a pH of above about 5.0. 

The Office Action asserts that Dolan teaches that the coating can be made using ethyl 
cellulose. The Office Action acknowledges that none of the claims can comprise ethyl cellulose 
and further asserts that ethyl cellulose is a cellulose ester. As discussed above, ethyl cellulose is 
not a cellulose ester. 

The Office Action further asserts that since ethyl cellulose can be used to form an 
impermeable coat as well as a semi-permeable coat, it is necessary for Applicant to show what 
kind of coating is produced with the specific percentages claimed. Applicant submits that ethyl 
cellulose, as discussed above, would not be chosen as a polymer in the claimed invention since 
ethyl cellulose is soluble at a pH of 1 to 2 not above a pH of 5.0, as claimed. 

The Office Action also asserts that it is imperative that Applicant shows that his invention 
produces a non-permeable membrane using a cellulose ester since Dolan only teaches the 
•productiorrof impermeable and semipermeable membranes using ethyl" cellulose. The Office 
Action again asserts that ethyl cellulose is a cellulose ester. As discussed above, ethyl cellulose 
is not a cellulose ester. Moreover, Dolan does not teach or suggest an encasement coat, as a 
whole, being both non-permeable and soluble in a P H of above about 5.0. Applicant again 
submits that ethyl cellulose, as discussed above with respect to Hirashima, would not be chosen 
as a polymer in die claimed invention since ethyl cellulose is soluble at a pH of 1 to 2 not above 

a pH of 5 .0, as claimed. 

The Office Action further asserts that Dolan with Dong and Cheng yield a coating 
comprising ethyl cellulose and PEG in the percentages claimed and also asserts that it would be 
inherent for the coating to have the same properties as that of the claimed invention. As 
discussed above with respect to Hirashima, ethyl cellulose is non-enteric, which means that it 
will dissolve at a pH of 1 to 2; non-enteric compounds will dissolve in the stomach. Therefore, 
ethyl cellulose will be soluble at a pH below 5. In contrast, the extended release formulation of 
the claimed invention will remain intact in the stomach since the encasement coat will not 
dissolve below a pH of 5, therefore providing an extended release. For these reasons, one skilled 
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in the art would not consider using ethyl cellulose as the polymer in claimed invention since 
the claimed criterion of the encasement coat, wherein the coat is soluble in a P H above about 5, 
would not be satisfied. As a result, it would not be inherent for the coat of Dolan with Dong and 
Cheng to have the same properties as the coat of the claimed invention, as asserted by the Office 
Action. 

The Office Action farther asserts that Applicant does not provide results to affirm the 
statement that elliyl cellulose would possess dissolution properties mentioned in Applicants 
arguments. As noted above, ethyl cellulose is non-enteric (see U.S. Patent No. 6,936,439, col. 
1 3, lines 1 8-19), which means that non-enteric compounds will dissolve in the stomach (e.g. at 
pH of 1 to 2). Enteric is defined at htt p-ZMictionarv rRferer.ce.com/browse/enteri c as relating to, 
or being a medicinal preparation treated to pass through the stomach unaltered and disintegrate in 
the intestines. Therefore, non-cnteric is understood to mean relating to, or being a medicinal 
preparation that ™™t pass throug h ^ «tnnwh unaltered and will disintegrate in the intestines. 

- Applicant, therefore, has provided evidences affirm the statement that ethyl cellulose 
would possess dissolution properties unsuitable for the claimed invention. Ethyl cellulose would 
dissolve at a pH of 1 to 2. Therefore, a coat of ethyl cellulose will dissolve at a pH in the gastric 
range and thereby release its contents without lag time. For these reasons, ethyl cellulose would 
not have been expected to meet the extended release properties of the claimed invention. The 
extended release formulation of the claimed invention will remain intact until experiencing a P H 
of above about 5, and will only then dissolve, therefore providing an extended release. 

For these reasons, it is respectfully submitted that Claims 1, 6-9, 1 1, 1 5-17, 21 to 32, and 
34 are patentable over Dolan, Dong and Cheng. Dong and Cheng do not overcome the above- 
noted deficiencies of Dolan. Claim 33 has been cancelled without prejudice. 

Rejections on Qb vinnsness-tvpe Double Patenting 

Applicant submits herewith a terminal disclaimer with respect to U.S. Patent No. 
6,676,966. Thus, Applicant respectfully traverses these rejections. 
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Claim 33 stands rejected on the ground of obviousness-type double patenting over claims 
1. 2, and 6 of U.S. Patent No. 6,652,882; claims 1. 4, and 5 of U.S. Patent No. 6,509,037; claims 
1 and 5 of U.S. Patent No. 6,312,724; and claims 1-15 of U.S. Patent No. 6,296,876. Claim 33 
has been cancelled without prejudice. Thus, Applicant respectfully traverses these rejections. 



Conclusion 

In view of the foregoing, reconsideration of the application, withdrawal of the 
outstanding rejections, allowance of all of the pending claims 1,6-9, 11, 15-17,21-32, and 34, 
and the issuance of a Notice of Allowability are respectfully solicited. 

In the event that this paper is not considered to be timely filed, the Applicant respectfully 
petitions for an appropriate extension of time. Any fees for such an extension, together with any 
additional fees that may be due with respect to this paper, may be charged to Sim & McBurney's 
Account No. 192253, referencing docket number 9577-25 LAB. 

Respectfully submitted, 
SIM & McBURNEY 
r 




Lola. 
Reg. No. 43,394 
Tel.: (416) 595-1155 
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